The family CG is currently one of the most important resources in the care of dependent patients. Accepting the responsibility for taking care of a relative often generates physical, psychological, and economic problems that can lead to overloadthereby worsening the CG's quality of life and physical and mental health (Goldstein et al., 2004; Losada et al., 2010; Pinquart & Sorensen, 2007) .
General practitioners may play an important role in improving or avoiding decline in the emotional and physical conditions of their CG patients, because they can guide them toward resources and treatments that can alleviate CG stress and burden (Joling et al., 2008; Schoenmakers, Buntinx, & DeLepeleire, 2010) . Meeting the requirements of the CGs of dependent relatives is not an easy task, and there is a need for the implementation of evidence-based psychosocial treatments that can improve the quality of care received by CGs (Vasse et al., 2011) . Most interventions have been carried out with CGs of patients with dementia. In the review published by Lopez and Crespo (2007) , 81.5% of the programs were found to have targeted CGs of people with dementia. Cognitive behavior therapy (CBT) interventions, such as that developed by Márquez-Gonzalez, Losada, Izal, Perez-Rojo, and Montorio (2007) , are among the interventions that have received strongest support for reducing CGs distress (Gallagher- Thompson & Coon, 2007; Pinquart & Sorensen, 2006) . In general, CBT interventions are aimed at assisting CGs by training them to help in a more flexible or adaptive way. Promoting realistic ways of facing caregiving demands, and helping them to better adapt to daily caregiving demands by increasing self-care (e.g., increased leisure and rest time), are ways in which CBT interventions influence CG distress. Although these types of intervention have been effective in research settings, before recommending their generalized use it is very important to demonstrate their efficacy when applied in the usual patient care settings (Mittelman, 2008; Pillemer et al., 2003) . Studies in which research findings are transferred to everyday practice are few in number, though promising results have been reported (Burgio et al., 2009; Gitlin, Jacobs, & Earland, 2010a; Teri, McCurry, Logsdon, & Gibbons, 2005; Teri et al., 2012; Wethington et al., 2007) .
The aim of this study was to assess, in a PHC context, the effect of a CBT intervention that was developed for improving the mental health of CGs of patients with dementia (Márquez-Gonzalez et al., 2007) .
Methods

Design
This is a multicenter, randomized, controlled clinical trial.
Participants
All primary CGs and patients registered with the Home Care service at two PHC centers in Salamanca (Spain) were contacted to take part in this intervention study. Inclusion criteria were the following: identification as the primary CG, defined as the person accepting the primary responsibilities related to the care of the dependent person; being a relative of the care recipient; having provided care for more than 6 months; and both CG and care recipient living in the same home. CGs were excluded if they were not the primary CG, if the care recipient died, if they could not be contacted (change of address, wrong telephone number, etc.), or if they declined to participate (Figure 1) . Most of the participants were women (74.4%), with a mean age of 62.35 years and, at the time of the study, had been caring for an average of 9 years. Table 1 shows baseline demographic and clinical characteristics of the sample.
Sample Size
The sample comes from a previous study exploring the basal conditions of the CGs of dependent patients from two health care zones. The 153 CGs receiving care were included. This study offered participation to those who met the eligibility criteria. With the 141 initially included participants, a common standard deviation of 6 points for the General Health Questionnaire (GHQ-12), and accepting an alpha risk of 0.05 and a beta risk of 0.20, the sample suffices to detect a difference in overall GHQ-12 score of 3 points (Perez-Penaranda et al., 2009) .
Randomization
Through consecutive sampling, 141 CGs were included. After the baseline interviews, the CGs were randomized to the intervention or to the control group in a proportion of 2:1, using Epidat version 3.0.
Intervention
CGs in the intervention group were assigned to groups each containing 8-12 CGs. The intervention took place in accordance with the manual developed by Losada, Montorio, Izal, and Márquez-Gonzalez Table 2 ). The intervention consisted of eight 90-min sessions carried out over 8 consecutive weeks at the health care centers. The groups were directed by a psychologist other than the principal investigator of the study, with help of cotherapists (a physician and a nurse from the PHC center). No special aid or incentive was provided for attending the sessions. Prior to the intervention, four group sessions with the participation of CGs not included in this study were video-recorded, for use in the training sessions. Between sessions, CGs were asked to complete "homework" aimed at generalizing the trained skills to their everyday context (Losada et al., 2006; Márquez-Gonzalez et al., 2007) . Homework was reviewed by the therapists at the beginning of each session.
Usual Care
Participants in Both Groups Had Unrestricted Access to Usual Health Care.-The control group received only usual care. In Spain, the support offered to dependent patients is coordinated by public institutions (Health and Social Services centers) and regulated by a specific Law (Boletín Oficial del Estado, 2006) . The quantity and type of support provided by the institutions depend on the level of functional status of the care recipient and are managed by their relatives. In addition, since 2003 the PHC centers offer specific care for CGs, and most of the initiatives in this context have been related to basic care education: feeding, prevention of falls, etc. General practitioners (GPs), in collaboration with PHC nurses, offer most of the consulting office care in public centers and in the homes of dependent people. In addition, they coordinate the care required from other specialists (neurologists, psychiatrists, etc.) or social services (social support, institutionalization, etc.). Support for the CG is infrequent, especially when the CG's own GP is different from the one attending the dependent person. Care from psychologists is only offered at support centers and Mental Health Units, and must be previously requested by the psychiatrist; as a result, such care is only suggested in severe cases; for a description of the Spanish health strategy for dementia, see also Mateos, Franco, and Sanchez (2010) .
Measures
The sociodemographic variables and characteristics of care at baseline were age and gender of the CGs and care recipients, kinship with the care recipient, number of months providing care, and the cause of dependency. All participants were assessed through face-to-face interviews by a psychologist not participating in the intervention between 2 and 6 weeks pre-intervention and 1 and 3 weeks postintervention.
Primary Endpoint
The primary endpoint was mental health as self-perceived by the CG and scored using the 12-item version of the GHQ-12. This is a self-administered screening questionnaire designed for use in consulting settings and aimed at detecting individuals with a diagnosable psychiatric disorder (Goldberg & Hillier, 1979) . A small number of studies have had a longitudinal component (Pevalin, 2000) . The GHQ has also been used to evaluate the effectiveness of group therapy based on cognitive-behavioral principles (Lincoln et al., 2011) . In its original version, it had 60 items (GHQ-60), which were subsequently reduced to 30, 28, and 12 items (GHQ-12; Goldberg & Williams, 1988) . The GHQ-12 is the most widely used screening instrument for common mental disorders, in addition to being a more general measure of psychiatric well-being. The results of validation of the GHQ-12 performed in 15 countries throughout the world have been good, and involving various types of populations, including elderly people. Although it has sometimes been considered unidimensional, several studies have revealed Session 1. In this first session, the content of the intervention was explained, an evaluation was made of initial knowledge of the content, and the stress model was presented. Session 2. Emphasis was placed on enhancing CG awareness of the importance of self-care. Session 3. This session explained the differences in the concepts of situation, thought, and emotion, and focused on knowledge of automatic thoughts and on the importance of analyzing the latter. Session 4. Having understood the concept of thought in the previous session, this session addressed errors of thought. Session 5. This session focused on important aspects that affect mood state: valuing free time, carrying out pleasant activities, and learning to adjust thought to reality. Session 6. This session helped CGs to know more about the feeling "you should" (guilt): where it comes from, how it is formed, and strategies to identify it. Session 7. This session included an analysis of CG rights and looked at the difficulties found for applying them. Session 8. Finally, once the CGs were aware of their rights, this session addressed the subject of learning how to ask for help.
CGs, caregivers.
the existence of different factors (Muñoz, Vazquez, Rodriguez, Pastrana, & Varo, 1979; Sanchez-Lopez & Dresch, 2008) . The customary types of scores used are a bimodal scale (0-0-1-1) and a 4-point Likert-type scale (0-1-2-3). In this study, we used the latter type of scoring method, because it produces a more acceptable distribution of scores for parametric analysis (with less skewness and kurtosis). The scores were used to generate a total score ranging from 0 to 36. The positive items were corrected from 0 (always) to 3 (never), and the negative items from 3 (always) to 0 (never). Higher scores are indicative of poorer mental health. The scale had good internal consistency in this study (Cronbach's alpha = 0.83).
Secondary Endpoints
The dysfunctional thoughts about caregiving questionnaire (Losada et al., 2006) was used for assessing CG thoughts that may act as barriers or obstacles to an adaptive coping style with regard to caregiving. This is a 16-item measure developed in accordance with cognitive-behavioral principles. Responses are scored on a Likert-type scale ranging from 0 ("totally disagree") to 4 ("totally agree"). In its development study, this scale showed a 3-month test-retest reliability of 0.60 and a correlation of 0.59 with a brief version of the Dysfunctional Attitudes Scale developed by Andrews, Lewinsohn, Hops, and Roberts (1993) .
Quality of life was assessed with Ruiz and Baca's Questionnaire (1993) , comprising 39 items, each with a Likert-type 5-point score (0-4). Assessment is made based on response options relating to specific situations and ranging from "not at all", indicating that the situation does not occur, to "a lot"-in affirmation of the opposite. This study yielded an internal consistency index (Cronbach's alpha) of 0.94.
Burden was measured through the Short Zarit Burden Interview (Gort et al., 2005) . This scale has shown a sensitivity of 100%, a specificity of 90.5%, a positive predictive value of 95.45%, and a negative predictive value of 100% in defining CG burden in primary care. The short and screening versions of the Burden Interview produced results comparable to those of the full version (Gort et al., 2005) .
Data Analysis
Statistical normality was checked using the Kolmogorov-Smirnov test. Quantitative variables were expressed as the mean and standard deviation, whereas qualitative variables were expressed on the basis of their frequency distribution. The comparisons between intervention and control groups at baseline were based on the chi-squared test, and on the Student's t-test for analyzing qualitative and quantitative variables with two categories. The effectiveness of the intervention was evaluated by comparing the differences experienced by the two groups before and after the intervention, based on the following expression: Effectiveness: ([Final mean − Baseline mean in the intervention group]) − ([Final mean − Baseline mean in the control group)], and using multivariate analysis of variance (MANOVA; Table 3 ). Analysis of the changes in the primary endpoint between the intervention group and the control group was carried out on an intent-to-treat (ITT) basis (Lautenschlager et al., 2008) . Following the ITT principles, the participants were included regardless of the level of exposure to treatment (Gitlin, Winter, Dennis, Hodgson, & Hauck, 2010) . Cohen d was calculated to measure the effect size (Cohen, 1988) . In order to evaluate clinical significance for outcomes, we used the criterion of a 0.50 SD improvement from baseline to follow-up (Gitlin et al., 2010b) . Two logistic regression models were used to analyze the probability of improvement in mental health and dysfunctional thoughts in the intervention group. As dependent variables, the first model used improvement or no improvement in mental health, whereas the second model used improvement or no improvement in dysfunctional thoughts (0 = no improvement and 1 = improvement). In turn, as independent variables (enter method) the first model used group (1 = intervention and 0 = control), gender (men = 1 and women = 0), CG age, and basal GHQ-12 score, whereas the second model used basal dysfunctional thoughts. The statistical analyses were carried out using the SPSS statistical package, 17.0 version (SPSS, Inc., Chicago, IL), with a significance level of p < .05.
Results
Participant Flow and Recruitment
PHC physicians and nurses supplied the research team with data on 141 CGs between July 2008 and November 2009. Of these, 125 (88.65%) were finally included in the study (Figure 1) . Table 1 shows baseline demographic and clinical characteristics for each group. No statistically significant differences were observed between the two groups in terms of the sociodemographic variables, except for care recipient gender (p < .05), with men being more prevalent in the control group and women in the intervention group.
Outcomes and Estimation
Statistically significant improvements were observed in the CGs of the intervention group (baseline to postintervention; Table 3 ), compared with those of the control group, in terms of mental health (total score and in three of the four dimensions) and dysfunctional thoughts about caregiving. In relation to global self-perceived mental health, a mean reduction in the GHQ-12 test score of −3.33 points was obtained in the intervention group vs. the control group (95% CI: −5.95 to −0.70). Improvement was also recorded in dysfunctional thoughts about caregiving: (−5.84; 95% CI: −10.60 to −1.09). The results of the MANOVA revealed significant differences in GHQ-12 (F = 4.69; p = .01; Cohen d = 0.55) and in two of its dimensions: cognition and physiological (F = 5.56; p = .04; Cohen d = 0.45) and general welfare (F = 4.07; p = .01; Cohen d = 0.53). Significant differences were also found for dysfunctional thoughts about caregiving (F = 5.05; p = .01; Cohen d = 0.62). No significant differences were observed in self-assessed individual quality of life and burden. Table 4 shows the proportion of participants showing clinically significant changes (SD > 0.50) in relation to the measures that had revealed statistically significant changes after the intervention. We only analyzed those CGs who completed the initial and final evaluations of each questionnaire. The net improvement in the intervention group vs. the controls showed significant differences (p < .05) in all four measures.
In the logistic regression analysis of significant improvement, mental health yielded an OR of 5.91 (95% CI: 1.25-27.89; p = .02) for the intervention group vs. the control group, whereas dysfunctional thoughts yielded an OR of 4.31 (95% CI: 0.99-18.74; p = .05; Table 5 ).
Attrition
In the intervention group, the dropout rate was 13.09%, and no differences were observed in the sociodemographic and clinical characteristics between those who completed the study and those who did not. However, the dropout rate in the control group was 26.19%, with a greater proportion of women (p = .06) and of CGs caring for people without a diagnosis of dementia (p = .012; Figure 1 ).
Among CGs who completed the initial and final assessments, the mean number of sessions attended was 4.77 (SD 2.68; out of a maximum of eight sessions). Men attended more often (5.00; SD 2.68) than women (4.70; SD 2.45; p < .001). Twelve CGs attended one to two sessions (21.81%), 15 attended three to five sessions (27.27%), and 28 attended more than five sessions (50.91%). No relationship was found between the number of sessions attended by CGs and the changes recorded in mental health and dysfunctional thoughts.
Discussion
The obtained results suggest that the implementation of a psychological intervention in PHC improves the mental health of CGs of dependent persons. This intervention was initially carried out in a research setting with CGs of patients with dementia (Losada et al., 2006; Márquez-Gonzalez et al., 2007) . It therefore appears to be effective not only in CGs of relatives with dementia but also in CGs of relatives with problems of dependency due to several chronic disorders. An improvement in mental health in the intervention group of CGs was observed, with a moderate effect size. The observed effect size of the variable dysfunctional thoughts about caregiving was also moderate. Even though the effect size obtained is moderate, this result is similar to or better than that reported in other studies carried out with CG samples (Mittelman, 2008) , and is better than that found in pharmacological research, in which the effect size obtained is small (Lingler, Martire, & Schulz, 2005) . Given that the situation of CGs is chronically stressful, the fact that emotional discomfort does not increase, and that it even decreases significantly, can be regarded as an important achievement (Gaugler, Mittelman, Hepburn, & Newcomer, 2010) .
Our results coincide with those of Losada and colleagues (2006) and Márquez-Gonzalez and colleagues (2007) insofar as we found a significant improvement in mental health and a significant reduction in dysfunctional thoughts in the CGs of the intervention group. These results are in support of the idea that the modification of dysfunctional thoughts is one of the mechanisms of action through which cognitive-behavioral interventions contribute to reducing discomfort in CGs (Losada, Márquez-Gonzalez, & Romero-Moreno, 2011; Rodriguez-Sanchez et al., 2011) . However, no significant changes were recorded in either quality of life or burden, indicating that the intervention does not have significant effects on global variables of discomfort related to dimensions additional to mental and physical health.
The results from this study suggest that the probability of having better mental health and Notes: CGs, caregivers. Dependent variable: Improvement dysfunctional thoughts (0 = no improvement; 1 = improvement).
Independent variables: IntervControl (1 = intervention; 0 = control). gender: 0 women, 1 men; age CG; basal dysfunctional thoughts. OR: odds ratio.
dysfunctional thoughts is higher for men. These results are similar to those found by Pinquart and Sorensen (2006) , who found lower improvements in subjective well-being in intervention studies with higher percentage of female CGs, even though greater improvements in depression and burden were also reported in the Pinquart and Sorensen (2006) study for studies with higher percentage of female CGs.
Regarding the intensity of the intervention, and according to the meta-analysis published by Brodaty, Green, and Koschera (2003) , the "dosage" of our intervention can be classified as moderate (3-5 sessions of mean CG attendance). The failure to find significant differences between those who attended all the intervention sessions and those who did not may be explained by the fact that, even though some sessions were not attended, for those attended sessions participants were requested to do the homework (e.g., involvement in pleasant activities) for all the week days. This between sessions therapeutic work may explain the obtained effects in CGs who did not attend all the sessions (Lopez & Crespo, 2007) .
Transferring Cognitive-Behavioral Interventions to the PHC Center Context
In the research context of non-pharmacological treatment, it is difficult to find translational studies (Burgio et al., 2009; Gitlin et al., 2010b; Teri et al., 2005 Teri et al., , 2012 Wethington et al., 2007) . These studies contribute to determining whether treatments found to be effective in the research setting are equally effective in real-life practice, and as in our specific case, in the PHC context (Mittelman, 2008; Pillemer et al., 2003) . The role of general practitioners as motivators for change in informal CGs is highly significant, because the mediation of support services through the GP can lead to a significant increase in the utilization of interventions (Chene et al., 2005; Donath et al., 2010) . It is important to investigate the efficacy of GP counseling of CGs of dependent relatives with a view to overcoming current barriers to the use of support services (Donath et al., 2010; Joling et al., 2010; Nutting et al., 2008; Schoenmakers, Buntinx, & DeLepeleire, 2009 ). To our knowledge, no positive results in terms of improving CGs mental health in the primary care setting such as those as in our study have been reported (Mateos et al., 2010; Vasse et al., 2011; Wethington et al., 2007) .
Rejection and dropout rates in interventions with CGs are generally very high, with figures of up to 74% (Newcomer, Yordi, DuNah, Fox, & Wilkinson, 1999) . In our case, however, only 13.09% of the CGs in the intervention group dropped out of the study. This is a very positive figure considering that no incentives of any kind were offered, and that no special aid was arranged to facilitate attendance. It may be that greater accessibility to PHC for CGs contributes to reducing dropout rates compared with those reported for interventions in other settings. However, because Spanish PHC centers offer no psychological resources (unless they are specifically contracted for research purposes as in this case), there is a need to set up a specific care system that would allow psychological interventions targeted to CGs.
Limitations
The main limitation of our study refers to the need to assess whether the effects persist over time, or whether booster sessions are needed to maintain the obtained results. Another limitation of this study is the dropout rate. In the control group, the dropout rate was too high (26.19%), and above the usually observed rates (Sorensen, Pinquart, & Duberstein, 2002) . However, in the intervention group, the dropout rate was far lower than expected (13.09%), suggesting that the intervention was well accepted. Another important limitation is that we found no improvements in quality of life or burden. As a result, this intervention cannot be recommended as an isolated measure to improve the global or general situation of CGs. In addition, we have not controlled the effect which receiving social contact through the participation in the intervention may have had upon the obtained results. The inclusion of a social contact control group could help to increase our knowledge about the potential of the described intervention for reducing CG distress.
Implications
Although in 2006 a Spanish legislation was approved for the Promotion of Personal Autonomy and the Support of Dependent Persons (Boletín Oficial del Estado, 2006) , acknowledging the importance of caring for the CG and establishing different procedures for providing resources, almost all the support provided by the governmental agencies has been of an economic nature, and "care for the family (regular CG) or psychosocial interventions are usually excluded from health care services in most of Spain" (Mateos et al., 2010, p. 882) . The results of this study show that a group psychological intervention aimed at the CGs of dependent persons with dementia and other diseases in PHC centers can improve CG mental health conditions. In addition, such programs may make it possible for patients in normal practice to benefit from therapies that have demonstrated their effectiveness in research less closely related to routine practice. Considering the efficacy and feasibility of interventions such as the collaborative care model developed by Unutzer and colleagues (2002) for treating late life depression in primary care settings, including procedures for allowing collaboration among psychologists, geriatricians, nurses, physicians, and other health care professionals in PHC centers, particularly significant benefits could be obtained in CGs well-being by developing these interventions in early stages of the caregiving role (Ducharme et al., 2011) .
